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ADVISORY COMMITTEE for PHARMACEUTICAL SCIENCE AND CLINICAL

PHARMACOLOGY MEMBERS (Voting)

Jessie L-S. Au, Pharm.D., Ph.D.
Distinguished University Professor of
Pharmacy, Medicine, and Engineering
The Ohio State University

Columbus, OH

Jerry M. Collins, Ph.D.

Associate Director for Developmental Therapeutics
National Cancer Institute, National Institutes of Health
Division of Cancer Treatment and Diagnosis
Rockville, MD

Merrill Goozner (Consumer Representative)
Silver Spring, MD

James E. Polli, Ph.D.

Professor and Vice-Chair Academic Affairs
Department of Pharmaceutical Sciences
School of Pharmacy

University of Maryland

Baltimore, MD

Anne S. Robinson, Ph.D.

Professor, Department of Chemical Engineering
University of Delaware

Newark, DE

Elizabeth M. Topp, Ph.D. (Chair)

Head, Department of Industrial and Physical
Pharmacy, College of Pharmacy, Nursing, and
Health Sciences

Purdue University

West Lafayette, IN
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PHARMACOLOGY MEMBERS (Non-Voting)

Richard J. Stec, Jr., Ph.D. (Industry Representative)
Vice President, Global Regulatory Affairs

Perrigo Company

Allegan, Ml

Patricia C. Tway, Ph.D. (Industry Representative)

President
CMC Technical Navigator LLC
Phoenixville, PA
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GUEST SPEAKERS (Non-Voting)

James Drennan, Ill, Ph.D.

Associate Dean for Graduate Programs and
Research

Associate Professor of Pharmaceutics
Mylar School of Pharmacy

Duquesne University

Pittsburgh, PA

Kenneth L. Hastings, Dr.P.H., DABT
Associate Vice-President for Regulatory Policy
Sanofi-Aventis

Bethesda, MD

TEMPORARY MEMBERS (Voting)

Maureen Donovan, Ph.D.
Professor, College of Pharmacy
Division of Pharmaceutics and
Translational Therapeutics
University of lowa

lowa City, IA

Meryl H. Karol. Ph.D.
Professor Emerita
University of Pittsburgh
Pittsburgh, PA

Arthur Kibbe, Ph.D.

Professor of Pharmaceutical Sciences
Wilkes University

Wilkes-Barre, PA

Melvin Koch, Ph.D.
Executive Director,

Center for Process Analytical Chemistry (CPAC)

University of Washington,
Seattle, WA

Frank Hsieh, Ph.D.
Vice President, Nextcea, Incorporated
Woburn, MA

Lee Kirsch, Ph.D.
Associate Professor
University of lowa
lowa City, 1A

Mark J. Reasor, Ph.D.

Professor of Toxicology

Robert C. Byrd Health Sciences Center
Department of Physiology and Pharmacology
West Virginia University

Morgantown, WV

Bernd Meibohm, Ph.D., FCP

Professor of Pharmaceutical Science

College of Pharmacy

Department of Pharmaceutical Science

The University of Tennessee Health Science Center
Memphis, TN

Marilyn E. Morris, Ph.D.

Professor, Department of Pharmaceutical Sciences
University at Buffalo, State University of New
York, School of Pharmacy

Ambherst, NY

Kenneth R. Morris, Ph.D. (participating by
telephone)

Professor of Pharmaceutics

College of Pharmacy

University of Hawaii at Hilo

Hilo, HI

G.K. Raju, Ph.D.

Massachusetts Institute of Technology (MIT)
Executive Director, MIT Pharmaceutical
Manufacturing Initiative

Cambridge, MA
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FDA PARTICIPANTS (Non-Voting)

Gary J. Buehler, R.Ph.

Acting Deputy Director for Science, Office of
Generic Drugs (OGD), Office of Pharmaceutical
Science (OPS), CDER, FDA

Mansoor Khan, Ph.D.
Director, Division of Pharmaceutical Quality
Research (DPGR),

Office of Testing and Research (OTR), OPS, CDER,

FDA

Nakissa Sadrieh, Ph.D.
Associate Director for Research Policy and
Implementation, OPS, CDER, FDA

Keith Webber, Ph.D.
Deputy Director, OPS, CDER, FDA

Helen N. Winkle

Director, Office of Pharmaceutical Science (OPS),
CDER, FDA

Lawrence X. Yu, Ph.D.

Deputy Director for Science, OGD, OPS, CDER,
FDA




